
Food and Drug Administration 

Certain Other DOsage Form New Animal Drugs; Progesterone lntravaginal 

Inserts 

AGENCY: Food and Drug Admin istrat 

ACTION: Final rule. 

ion, HHS. 

,I /..‘, r ,, ,,j.;., ‘.: .^ -._ __  ..I ,.‘“‘.c* __  _  ;i: __.,  / 

SUMMARY: The Food and Drug Administration (FDA) is amending the animal 

drug regulations to reflect approval of a supplemental, new animal drug 

application (NADA) filed by Pharmacia & Upjohn Co. The supplemental NADA 

provides for use of progesterone intravaginal inserts for synchronization of the : . ^ 
return to estrus in lactating dairy cows inseminated at the immediately 

preceding estrus. 

DATES: This rule is effective [insert date ofpublication in the Federal Register]. 

FOR FURTHER INFORMATIQN .cOtjTACTk: Harlan J. Howard, Center for Veterinary 

Medicine (HFV-126), Food and Drug Administration, I%00 Standish’Pl., 

Rockville, MD 20855, 301-827-0231, e-mail: hhoward@cvm.fda.gov. ,,._,.” 

SUPPLEMENTARY INFORMATION: Pharmacia &.Upjohn Co., 7000 Portage Rd., 

Kalamazoo, MI 49001-0199 filed a supplement to NADA 141-2"QO that 

provides for use of EAZI-BREED CIDR Progesterone Intravaginal Inserts for 

synchronization of the return to estru,s in lactating dairy cows inseminated at _* ,^. -0 , . 

the immediately preceding estrus. The NADA is approved as of July 29, 2003, 

and the regulations are apded ip ~?..c~!$ W!.15f4Q.,.@  y@gctJbe, qq?roval. 

The basis of approval is discussed in the freedon-@ information summary. _I .L”% 1 pa *c*,, “6 s. .zi. _,,, -* -.j w1 .b. A~%% . . _,r I ,_ 
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In accordance with the freed”om of information provis ions  of 21 CFR part . ,(, s> ,. ,> 4 L .- i,I”*,;T ,&,Lh., ; I 

26(and 21 CFR 514.11(e)(2)( ii ), a summary of safety and effec tiveness dataand 

information submitted to, support approval of this  application may be seen in 

the Div is ion of Dockets Management (HFA-305), Food and Drug 

Adminis tration, 5630 F ishers Lane, rm. 1061, Rockv ille, MD’20852, between 

9 a.m. and 4 p.m., Monday through Fr iday . 

Under sect ion 512(c)(2)(F)(iii)  of the Federal Food, Drug, and Cosmetic s  

Act (21 U.S.C. 360b(c)(2)(F)(iii)), this  supplemental approval qualifies  for 3. 

years of marketing exc lus iv ity  beginning July  29, 2003. 

The agency has determined under. ?;l ,CF,R 25,33(c) that this  action is  of 

a type that does not indiv idually  or cumulatively  have a s ignificant effec t on 

the human environment. Therefore, neither an environmental -assessment nor 

an environmental impac t s tatement is  required. 

This  rule does not meet the definition of “ruJ,e’f in 5 U.S:C. 804(3)(A) alli I*’ 

because it is  a rule of “particular applicability .” Therefore, it is  not subjec t 

to the congressional review requirements in 5 U.S.C. ,801~808. 

Lis t of Subjec ts  in 21 CFR Part 529 / 

Animal drugs. 

n Therefore, under the Federal Fo,od, Drug, and Cosmetic  Act and under the 

authority  delegated to the Comm&sioner of ,Food annd Drugs and redelegated to 

the Center for Veterinary Medic ine, 21 CFR part 529 is  amended as follows ; 

n 1. The authority  c itation for 21 CFR part 529 continues to read as follows : u~I /’ ,:.:,\ _: ~ ’ *,‘.,:,, ‘._” , 

Authority : 21 U.S.C. W O b. 
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H 2. Section 529.1940 is amended in paragraph (e}(3) in the first sentence by ,_‘.. ,., ” “,, w ,_ 

removing the phrase “; or in lactating dairy cows”; and by revising paragraphs 

tdltll, kOt2L (e>tUj and (e)(2) to read as folJows: 

§ 529.1940 Progesterone intravaginal inserts. 

* * * * * 

(d) * * * 

(1) Product labeling shall bear the following warnings: “Avoid contact 

with skin by wearing latex gloves when handling inserts. Store removed inserts 

in a plastic bag or other sealable container u*nti! they can be disposed of in 

accordance with applicable local, State, and Federal regulations.” 

(2) This product is approved with the concurrent use of din,oprost solution 

on day 6 of the T-day administration period when used for indications listed 

in paragraph (e)(2)(i) of this section. See § 522.690(c) of this chapter. 

* * * * * 

(e) * * * 

(1) Amount. Administer one iptravaginal insert per animal for 7 days. 

When used for indications listed, i.n paragraph (e)(2)(i) of this section, 

administer 25 milligrams (mg) dinoprost (5 milliliters (mL) of 5 mg/mL 

solution as in § 522.690(a) of this chapter) as a single intramuscular injection 

one day prior to insert remov-al. 

(2) Indications for use-(i) For synchronization of estrus in, suckled beef i 

cows and replacement beef and dairy heifers, for advancement of first 

postpartum estrus in suckled beef .c_ows, and for advancement of first pubertal 

estrus in replacement beef heifers. ,_ ) 



(ii) For synchronization oft& r@Gxc ip,+e@s, in lactating dairy cows .,,*‘*a+r,<r .*j :I “Y<. 

inseminated at the jmmediately preceding estrus. ? _L &i.i:,*lr 
x * * * * 

Dated: os-a+03 
September 24, 2003. ' 

__j^, (_ I^_, .,_ ,, -,, /_I,i _ (_,,‘ __,__, I,IC-l,, 

Steven D. Vaughn,V 
Director, 
Office of New Animal Drug Evaluation& _ .,_., "_ _,. nl_ 

BILLING CODE 416@-Oly-S 


